This Page Is Inserted by IFW Operations 
and is not a part of the Official Record 



BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of 
the original documents submitted by the applicant. 

Defects in the images may include (but are not limited to): 

• BLACK BORDERS 

• TEXT CUT OFF AT TOP, BOTTOM OR SIDES 

• FADED TEXT 

• ILLEOfBLETEXT 

• SKEWED/SLANTED [MAGES 

• COLORED PHOTOS 

• BLACK OR VERY BLACK AND WHITE DARK PHOTOS 

• GRAY SCALE DOCUMENTS 



IMAGES ARE BEST AVAILABLE COPY. 



As rescanning documents mil not correct images, 
please do not report the images to the 
Image Problem Mailbox. 



U 

z : 

m 

y 



1 u : loa 



FTG.1 



3 




0-S 
0-0 



0 2S so 75 100 125 150 175 200 22S2S0 275 300 
Tm9 alter implanudoA (doyt) 



01 1> 



24 

O IB 



UJ 

O 
a: 
u; 

o 
a> 

Uf 



15 
12 
9 
6 
3 
0 



FIG. 2 

Meant S.E. 




X 



PlBcabo. N »26 

J 1 I 



6 12 16 

STUDY TIME (hr) 



20 



24 



p 

5; 



1: 



f 



f 



FIG. 3 



8 a.m. 
_ 900^ — 1- 

\ 

750 

c 

g 

I 600 

c 

8 450 
E 

3 

5{ 300 
<u 
c 

I 150H 
o 

I/) 



8 p.m. 
— J 



Baseline 
Testoderm TTS 




0 



-r- 

5 



"nr- 
10 



15 



20 



Timo (h) 



flG.4 



t2oe 



Ba.m 

- L 



25 




□ 

o 



FIG. 5(a) 



1200 



1000 



BOO 



e 



400 



200 



12 

Tim* (HoumI 



16 



20 



FIG. 5(b) 



1200 



S 1000 



S 800 




12 

T1m« (Hours) 



20 



• • -60 mo T-fid 
lOOinflT-oel 
— T-Pateh 
•-•High Normal 
•••LflwNOnnal 



24 




- •SOmQT'Oel 
-lOOrngT^ 

High Normal 



24 



3IQM600W.I 



FIG. 5(c) 



120Q 



1000 



5 floo 



I8 



1 



600 



400 



200 



12 

TliM (HouibI 



16 



FIG. 5(d) 





1200 




1000 










c 




e 


800 


o 


m 














600 


u 




1 

£ 


400 


8 




1 






200 















T 












T 




- — ^ ^ 


^ ^ 




* 






[ , 






































1 





20 



12 

Time (Heum) 



16 



20 



•SOmoT-gal 

- lOOmgr-gel 

- HiQt) NonnQl 







































• < 




; 


■ i 











































■ - -somar-oei 

— 100 mo 
— UtvNafmal 



2iOS«dOAv.i 



O 



OI<ln590 



FIG. 5(e) 



1200 1 

_ 1000 
-J 

as 

g o 

2 

1 
n 

200 < 














• • » .600107^ 

— - -7SinoT^ 

— — lOOmgT-otf 
T«Patdi 

— WQh Noftiifll 
LoM Normal 




< 








— 






















r 






































0 ^ 














0 ♦ 0 12 If 

Time (Hours) 


1 2C 





FIG. S(f) 



1200 1 
1000 

i 














































• - - -DliyO 
0«y1 

ESayOO 

Day 160 

Hioh Normal 


If" 

a » 
1" 

IS «» 

51 
1^ 

1 ^ 

5 

200 • 










i 


■ 


i 






: 




1 — 


4 


: ---I--..: 


: = 


[ i 






• • w.rf 




0< 


1 












0 4 8 12 1( 

TlmaCHoim) 


1 20 ^ 



FIG. 5(g) 



1200 




2iaM6ooiv-i 



AUG-2S-0Q IS: 33 FROM: 




01 ^11590 



20 



S 

S IS 

c 
o 
O 

go 
« 10 



FIG. 6(a) 



. 








































< 


; ^ 




— . 
















1 ~ 

























1? 

TIrio (Houn) 



16 



»S0 mg T-Qel 

-HighNomal 
- Lew Normil 



20 



24 



FIG. 6(b) 



20 



\ 1^ 



10 

8 

I 

? s 









































, 1 


^ — 

> 













































' tOOrt)BT-fld 

-T-patch 
-Hlflh Normal 
• Loiv Normal 



12 

Time (Houfs) 



IB 



20 



2ioS46onv.i 



# 



01 tn5'}o 



FIG. 6(c) 



2S ^ 








g 20 . 
















e 
















IB 

£ 

e 15 . 




V- 


< 










SOmflT^ 


§S 
« a 




L " • * 








_fl- ^— 


^_ _ 


1 10. 
















■"*""" High Nornul 


1 
















lb 
































G 






a 










1 










Time (Hours) 









FIG. 6(d) 



25 . 








1 J 

S 20 . 
















ition 


































S 10 . 
















- - - '^SOinQT^ 






Ml* ,J " - - 










— - -75maT-gel 

— ~lOOmoT-Od 

— - • - • Hiah Noimai 


e 
















LBwNotmai 


1 
1 

«- 5 . 
















































0 






t 


i: 


2 11 


9 21 


3 2' 


1 








Time (Hours) 









3 



0/ '?(75^o 



FIG. 6(e) 



25 



5 



g 

If" 

It 



n 

s 
I 



10 

























— 


















* 




» 














— ^ 

































12 

Time (Hours) 



16 



■ • -DsiyO 

— Bsyl 
—Day 30 

- -DayOO 

— 0^ too 

«--HiEifi Normal 
Lo«v Normal 



FIG. 6(f) 



25 




•Day 0 
-Dayi 
-Day 30 
-OayfiU 
-Pay 180 
• High Nonnai 
-LowNivmal 



24 



2iaM6oav-i 



AUG-2S-e0 15s 33 FROM « 



1 u : ^«*«*«oa 



26 




01 'in 510 



FIG. 6(g) 




290 



2" 200 



S 

8 100 



o 

O 



50 



FIG. 7 





1 ; 










/' 

/ 






.^^^ 






/ 

/ : 






















5— i 



































30 60 OQ 120 

Time (Days) 



■ • aSO mS T*G8l 

lOOrnsT-lSei 



190 



180 



2IOM600W.] 



FIG. 8 



o 
o 
w 
w 

o 



0.4 



o 

CD 



0.2 



0.1 



0.0 



30 90 dO t20 

Time (D^ys) 



• - - -SOmgT-Gei 
— MM 100(n9T-<ael 
fetch 



ISO 



180 



•ssf 



FIG. 9 



1500 



S 1200 
CD 



X 

o 



soo 



O 600 



*a 300 

























-jH 












/ 

/ : 


[ ^ 


■ 

• : 
















■ M » - ■ * " 

















... .SOfnoTWSdC 
100nQT-Ge4 

fatcn 

^Nvmal 

.....LOM Noriml 



M 120 

Time (Day9) 



ISO 



180 



1 u : :£««**vf a 



# 



FIG. 10 



GO. 

f 

c ^ 






















... »S>rroT-GeJ 
lOoinoT-^ 


























o 

"1 

C " 

s 

a 20, 

S 10. 




— 




• 








1 ■ * ^ » ^ • 






, ^ * ~ 4 


: 








































a 
lU 

0. 














0 30 fiO 90 120 IS 

Tune (Days) 


•0 160 



FIG. 11 



SO 



o 
E 



c 

S 20 
C 

c 
O 
O 

5 10 




.90nyT-GeI 

. 100inHT-<5©l 

.\smtkMwA 



30 00 00 

Tinw (Days) 



120 



160 



tBO 



2tO)460QW.| 



FIG. 12(a) 



40 

35 



1125 



c = 



51 

























































i 






V I 

> 





































-SOmgT-Gef 
• lOOrngT^I 
-Paten 
-HighNonraJ 
•LOW Normal 



90 60 90 120 ISO 180 

Time (Days) 



FIG. 12(b) 



20 



E • 

i.8 



15' - 



10 



30 



«0 



-SOmgT^el 
• lOOmgT-GeJ 
■Psateit 
-High Normal 
•LOW Normal 



90 

Time <Daya) 



120 



150 



160 



aias460Q\v.i 



AUC*2S-00 15 = 34 FROM-- 



FIG. 12(c) 

20 1 ■ 1 I I I I 



3-1 13 1 

II 



«50fiioT-Gel 
• 100 mortal 

-Patch 

' Kfigh NomnaJ 

-Law Normal 



ii 



30 60 dO 120 

Time (Days) 



ISO 160 



FIG. 12(d) 



20 



f| 

Il 10 

is 

si 5 

=1 



SOmgT-Gel 

— — lOOcngT-Gel 
Patch 

- • — High Normal 



30 60 00 120 

Tinw(Daym) 



150 



180 



2lOS«iOAV.l 



# 



FIG. 13(a) 



20 



J E IS 
I- 

I1 10 

Jl 

5 

















• 




< 


• 


















. - — 




r ----- * 




1 1 


















1 







30 60 90 120 

Tim (Days) 



150 180 



-50mgT-Gel 

- lOOmQT*Gel 
• Patch 

- High Ncrmst 
-Low Normal 



FIG. 13(b) 



20 



10 



5 





























































F T - T ; 

^ 



30 



60 



90 

Tim* (Days) 



120 



150 



180 



• lOOmgT-GBl 
■Paten 
-High Normal 
-Low Normal 



2l054ftOAV.| 



01 l/^s^o 



FIG. 13(c) 



20 



||l5 

is 
£? 

c o 



















































•^••^-i 






• 










» ^ A A « .*; 

t ' 





- lOOmgT-Gel 
-Patch 
•Hish Manual 
Low Normal 



30 



60 



90 

Time {Day<} 



120 



ISO 



160 



FIG. 13(d) 



20 



16 



E 

IB 

i| 

X 

u i 

5| 5 



•>50fngT-<3Of 
* 1Q0m9T-Gal 
-Patch 
•Hl^hNdanB] 
-Law Normal 



30 60 80 120 

Tlfim (Days) 



150 



180 



2I0S4UMKV.I 



AUG-2e-00 15:34 FROM: 



1 u - oo 



o 
a 



FIG. 14(a) 



%- 0.04 
C 

E 

3 

Q 0.02 



CQ 
a. 



4) 

C 
CO 



0.00 



^.02 



Patch 


T-gel 




SOmg 


50'>75mg 


100->75mg 


lOOmg 










T 








cd 


23— 


111 

















Day 180 



• 3S 

trts 

5 : 



1-3. 



M 



E 

E 0.03 



S 0.02 ^ 
CQ 

1. 001 
(0 



•= 0.00 
c 

2 -0.01 

o 



Patch 



FIG, 14(b) 



T-gel 



50mg 



I 




50->75mg 



10C«>75mg 




Day 180 



C 
O 

C 

^11* 
c 

8 

S 
o 



70 
60 
SO 
40 
30 
20 
10 
0 



FIG. 15 



30 



60 



eo 

Time (Days) 



ISO 



"50 mfl T-Gfll 
- lOOrngT-GeJ 
■Patch 
-H^ Normal 
•Low Normal 



lao 



3 - S 

i2J 



18 



IS 



U 

B. 12 



o 

u 

CO 



FIG. 16 









































If. . • u ^ 


« 


■ 1 

: — " — : 











































50moT-Gfil 

lOOmgT^el 

—Patch 

- • • - • High Nonnal 

-•• — LoMrNomiai 



30 60 80 

Time (Days) 



120 



ISO 



180 



FIG. 17 



1-^ 
o 
o 



5"^ 



14. 



e to, 

o 

•c 

S 8 

c 

8 
u 

I - 

O 
u 
O 




BO do 

Time (Days) 



. • .sonigT-Gel 
— . lOOiTQT-Gel 
Bitch 



120 



160 



190 



FIG. 18 



350, 



300. 



C 

o 



2SO, 



O 200 ^ 



o 
O 

m 



150. 



100 . 



50. 



90 



60 



-50fn|T-GeJ 
. lOOn^T-Qel 

•ten 

. ^^h Normal 
.Low NoTflrsI 



OC 

Time (Days) 



120 



ISO 



lao 



2ios«6mv.i 



# ^ 



FIG. 19 



o 



E 



UJ 

o 
m 



o 

w 
O 



225 

200 J 

ITS 

150 

125 

100 

75 

50 

25 

a 




. lOOfigT-Gd 

.Ratch 

. r^gn noniui 



30 60 90 

Tims (Days) 



120 



150 



160 



o 

1 

01 

c 
c 

I 

o 

o 

c 



0.60 
0.70 



0.40 

0.30 
0.20 
0.10 
0.00 



FIG. 20 







































































































- =J 

















-SOn^T-Cei 
*100mgT-Qal 

• HiGh Normal 



60 



90 

Time (Days) 



120 



160 



160 



21Q5460aiV.l 



^u%jM - ilea — WW Aa:oa jricun s 



4.0 - 



3.5 - 



P 

y 
y 

1=* 

0 

Q 



1.5 ^ 



1.0 



01 ^ns-^c 



FIG. 21(a) 



Days 0-90 



Days 90-180 






90 



120 150 180 



FIG. 21(b) 



Days 0-90 




Days 90 -180 




1 1 T . T 

30 60 90 90 



120 150 180 



o 



In 



4.0 



N- 3.5 \ 



1.0 



4.0 



# 



FIG. 21(c) 






90 90 

Day 
FIG. 22(a) 



120 



150 



180 



Days 0-90 




Days 90-180 




30 



60 



90 



90 



120 160 



180 



w 

is 

s 



6 



5 - 



0 



80 



70 ■ 



c 
o 

O 60 
LU 

50 



40 



FIG. 22(b) 



Days 0-90 




Days 90 -180 



30 



60 




90 



90 



120 



150 



FIG. 22(c) 



180 




120 160 180 



0 5.5 

o 

1 5.0 



§ 4.6 

a. 



i — 
O 

lit 



y 



4.0 



T 
0 



0 1^1^510 



FIG. 23(a) 



Days 0-90 




Days 90 -180 




"1 1 1 1 1 r 

30 60 90 90 120 150 



"T 

180 



2,8 





2.4 












2.0 


o 


o 




S 




.1 


1.6 


♦5 




(0 




O) 




Q> 
2! 


1.2 



0.8 J 



FIG. 23(b) 



Days 0-90 




Days 90 -180 




30 



60 



90 



90 



120 150 180 



AUG-2S-Qe 15s 36 FROM: 



FIG. 24(a) 



^ 35 
r 30 

25 20 

*U 15 



© 10 -I 

O) 

(0 5 

x: 

" 0 



T-6eI 50ing 
I VV| T-Gel lOOmg 
T-Gel 75mg 



Day 90 

tipatar 



1 



Days 90 and 180 



T Patch 



T-GEL 



SOmg 



i 



I 



50->75mg 



1 



100*75mg 




lOOmg 




90 90 90 



90 180 



90 180 



90 180 



90 180 



90 180 



Q 

ill 



U 
I- 

si 

.PI 
p 



6 10 ^ 

c 



< 



0) 

c 

(0 

O 



8 -I 
6 
4 - 
2 - 
0 



Day 90 



FIG. 24(b) 



T Patch 



90 90 90 



I I 
90 180 



Days 90 and 180 



T-GEL 



SOmg 



50->7Sing I00«>75ing lOOmg 



90 180 



90 180 



90 180 



90 180 



FIG. 25(a) 
Change inTotal Body Mass 



Day 90 



T Patch 



TPatch 

Z3 TGel SOmg 
TCellOOms 
TG«1 7Snifl 




.1 



Days 90 and 180 




90 90 90 90 180 90 180 90 180 90 180 90 180 



FIG. 25(b) 

Change in Lean Body Mass 



Day 90 



5 ' 

4 • 

3 



2 • 



11 



Days 90 and 180 



TPatch 



90 90 90 



T 

90180 



T-6EL 



SOmg 



SO^TSmg ■00->TSTnfi 



i 



ipomg 



90 180 90 180 90 180 90 180 



en 
In 



c 

(0 



1 1^ s «-«-««»9 



FIG. 25(c) 
Change in Fat Mass 




90 90 90 90 180 90 180 90 180 90 180 90 180 



FIG. 25(d) 
Change in % Body Fat 



Day 90 




90 90 90 



T Patch 



W 



Days 90 and luu 



T-GEL 



SOmg 



50*>75mg}100->75m{ lOOmg 




90180 90180 90180 90 180 90 180 



